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1. Is a prescriber allowed to prescribe controlled substances
to themselves?

A. Yes, in certain conditions

B. No, it is prohibited

C. Yes, but only with prior approval
D. It depends on the state regulations

2. Which act was a response to the clear need for more

rigorous drug approval processes after incidents in the
pharmaceutical industry?

A. Durham-Humphrey Amendment 1951
B. Kefauver-Harris Amendment 1962

C. Prescription Drug Marketing Act 1987
D. Orphan Drug Act 1983

3. When does a pharmacy license expire in Nebraska?
A. January 1 of every year
B. July 1 of every year
C. December 31 of every year
D. April 1 of each even-numbered year

4. What act requires that a product must be proven safe
before being marketed?

A. Food, Drug, and Cosmetic Act 1938
B. Kefauver-Harris Amendment

C. FDA Modernization Act 1997

D. Controlled Substances Act

5. For how long should records of inventory counts be
maintained?

A. 2 years
B. 3 years
C. 5 years
D. 7 years
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6. What act aimed to reduce the costs associated with orphan
drugs?

A. Prescription Drug Marketing Act 1987
B. FDA Modernization Act 1997

C. Orphan Drug Act 1983

D. Durham-Humphrey Amendment 1951

7. What duration defines short-term detox treatment?
A. Less than 14 days
B. Less than 30 days
C. 30 to 60 days
D. 60 to 90 days

8. Which act allows for a provision to fast track some New
Drug Applications (NDAs)?

A. FDA Modernization Act 1997
B. Kefauver-Harris Amendment
C. Food, Drug, and Cosmetic Act
D. Controlled Substances Act

9. To whom are HIPAA violations reported?
A. Department of Health and Human Services (DHHS)
B. State pharmacy board
C. Federal Trade Commission
D. Office for Civil Rights

10. What is the purpose of notifying patients during a Class 1
recall?

A. To inform them of product availability

B. To warn them of potential serious health risks
C. To encourage them to stock up on the drug

D. To reassure them about the drug's safety
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1. Is a prescriber allowed to prescribe controlled substances
to themselves?

A. Yes, in certain conditions

B. No, it is prohibited
C. Yes, but only with prior approval
D. It depends on the state regulations

A prescriber generally is not allowed to prescribe controlled substances to themselves
due to the potential for abuse and the ethical issues surrounding self-prescribing. This
prohibition is in place to ensure that medical practitioners maintain professional
boundaries and avoid conflicts of interest that can arise from self-treatment. Allowing
prescribers to treat themselves with controlled substances may undermine the integrity
of the physician-patient relationship and can lead to uncontrolled use of potentially
harmful substances. Regulations exist to protect both patients and practitioners,
ensuring that medical care is provided based on the objective assessment of qualified
peers rather than personal judgment. While some jurisdictions may have specific
allowances or guidelines for prescribers seeking treatment, the overarching rule in most
cases, including Nebraska, firmly establishes that self-prescribing controlled substances
is not permitted. This is rooted in the need for oversight and accountability within
healthcare practices to maintain safety and efficacy in treatment.

2. Which act was a response to the clear need for more

rigorous drug approval processes after incidents in the
pharmaceutical industry?

A. Durham-Humphrey Amendment 1951
B. Kefauver-Harris Amendment 1962

C. Prescription Drug Marketing Act 1987
D. Orphan Drug Act 1983

The Kefauver-Harris Amendment of 1962 was a significant legislative response that
aimed to address growing concerns about the safety and efficacy of pharmaceuticals in
the wake of tragic events, such as the thalidomide incident. Thalidomide, once prescribed
as a sedative and to alleviate morning sickness in pregnant women, caused severe birth
defects, highlighting the critical need for stricter drug approval processes. Prior to the
Kefauver-Harris Amendment, the Food and Drug Administration (FDA) had limited
authority to ensure that drugs were not only safe but also effective before they could be
marketed. The amendment established more comprehensive requirements for drug
manufacturers, mandating that new drugs had to demonstrate both safety and efficacy
through rigorous clinical testing before receiving FDA approval for marketing. This
change ensured that pharmaceutical companies would not only consider the safety of
their products but also substantiate their therapeutic value through scientific evidence.
While the other acts mentioned also addressed important aspects of drug regulation,
they did not focus predominantly on enhancing the drug approval process in response to
the pressing issues of safety and efficacy like the Kefauver-Harris Amendment did.
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3. When does a pharmacy license expire in Nebraska?
A. January 1 of every year
B. July 1 of every year

C. December 31 of every year
D. April 1 of each even-numbered year

In Nebraska, a pharmacy license expires on July 1 of every year. This aligns with the
state's renewal schedule, where pharmacists must be aware of the timelines to maintain
their licensure. Pharmacists are expected to complete any necessary continuing
education and submit their renewal applications before this deadline to avoid lapses in
their license. The other choices do not reflect the correct expiration date outlined by
Nebraska regulations. January 1 and December 31 are common end-of-year dates in many
contexts but do not apply to pharmacy licensure in Nebraska. The option of April 1 of
each even-numbered year applies to other types of licenses or permits but does not
pertain to pharmacy licenses, which are renewed annually. Understanding these specific

dates is crucial for compliance and to ensure uninterrupted practice as a pharmacist in
Nebraska.

4. What act requires that a product must be proven safe
before being marketed?

A. Food, Drug, and Cosmetic Act 1938
B. Kefauver-Harris Amendment

C. FDA Modernization Act 1997

D. Controlled Substances Act

The Food, Drug, and Cosmetic Act of 1938 is the legislation that mandates that products
must be proven safe before they can be marketed to the public. This act was a significant
milestone in pharmaceutical regulation, as it was primarily a response to public distress
following incidents involving harmful products. It established the requirement for
pre-market safety testing of drugs, requiring manufacturers to provide evidence of safety
through various studies and trials before a new drug could be approved and sold. Under
this act, the FDA gained the authority to oversee drug safety and evaluate new products.
This regulatory framework helped to ensure that consumers were protected from unsafe
medications and that only products demonstrating safety could enter the market, thus
laying the foundation for modern drug approval processes. The Kefauver-Harris
Amendment, while important in refining drug regulation by requiring evidence of
effectiveness in addition to safety, came later in 1962. The FDA Modernization Act
significantly updated several regulatory processes, but it did not introduce the original
safety requirement. The Controlled Substances Act primarily focuses on the regulation of
drugs with potential for abuse and does not directly address the safety of drugs for
consumer use.
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5. For how long should records of inventory counts be
maintained?

A. 2 years
B. 3 years

C. 5 years
D. 7 years

The maintenance of inventory count records is crucial for compliance with federal and
state regulations governing pharmacy practice. In Nebraska, as well as under federal law,
the requirement is to keep records pertaining to controlled substances for a minimum of
five years. This includes records like inventory counts, which help ensure accurate
tracking and accountability of these substances. Maintaining inventory records for five
years aligns with the audit and verification processes needed for compliance with various
regulatory bodies. This timeframe allows for sufficient review in case of audits,
investigations, or discrepancies that may arise long after the inventory was taken. Thus,
the choice indicating a five-year retention period is the correct response in this context,
as it fulfills both legal and operational requirements for pharmacies.

6. What act aimed to reduce the costs associated with orphan
drugs?
A. Prescription Drug Marketing Act 1987
B. FDA Modernization Act 1997
C. Orphan Drug Act 1983
D. Durham-Humphrey Amendment 1951

The Orphan Drug Act of 1983 was specifically designed to encourage the development of
drugs for rare diseases and conditions, often referred to as orphan diseases. By providing
various incentives, such as tax credits, grants, and seven years of market exclusivity after
approval, the act aims to reduce the financial burden on pharmaceutical companies
developing these drugs. This is crucial because the limited market for orphan drugs often
makes it economically unfeasible for companies to invest in their development. The
other acts mentioned, while important in the regulation of pharmaceuticals, do not focus
specifically on orphan drugs. The Prescription Drug Marketing Act 1987 primarily
addresses the distribution and marketing of prescription drugs to ensure their safety and
effectiveness, while the FDA Modernization Act 1997 aimed to expedite the approval
process for new medications and reforms regarding labeling and advertising. The
Durham-Humphrey Amendment 1951 established the prescription-only drug
classification but does not relate to orphan drugs or their development incentives. Thus,
the Orphan Drug Act is the clear choice as it directly targets the challenges associated
with orphan drug development.
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7. What duration defines short-term detox treatment?
A. Less than 14 days
B. Less than 30 days
C. 30 to 60 days
D. 60 to 90 days

Short-term detox treatment refers to a period specifically designed to help individuals
safely withdraw from substances in a controlled environment. The standard
understanding within the context of substance use treatment is that short-term detox is
typically defined as a program lasting less than 30 days. This timeframe is aligned with
the needs of many patients who may require immediate and short-term interventions to
manage withdrawal symptoms before transitioning to longer-term treatment options.
This definition is crucial in designing treatment plans and understanding the scope of
care that patients might expect based on their individual needs, as well as adhering to
regulations and guidelines established in the field of addiction treatment. Thus, the
correct answer reflects the widely accepted clinical standards for what constitutes
short-term detox.

8. Which act allows for a provision to fast track some New
Drug Applications (NDAs)?

A. FDA Modernization Act 1997
B. Kefauver-Harris Amendment
C. Food, Drug, and Cosmetic Act
D. Controlled Substances Act

The FDA Modernization Act of 1997 is pivotal because it introduced various provisions
aimed at speeding up the drug approval process, including the option to fast track
certain New Drug Applications (NDAs). This act was designed to enhance innovation in
the development of new therapies and to expedite the availability of important new
medications to the public. Specifically, it established the "Fast Track" designation for
drugs that treat serious conditions and fill an unmet medical need, thereby allowing for
more frequent communication with the FDA and a priority review timeline. In contrast,
the Kefauver-Harris Amendment primarily focused on drug efficacy and safety
requirements post-thalidomide tragedy but did not directly address fast-tracking NDAs.
The Food, Drug, and Cosmetic Act provides the foundational framework for FDA
regulation of drugs but does not contain provisions specifically aimed at expediting the
approval process. The Controlled Substances Act regulates the manufacture, distribution,
and dispensing of controlled substances and does not pertain to the fast-tracking of
NDAs. Therefore, the selection of the FDA Modernization Act of 1997 as the act that
permits fast tracking of NDAs is accurate and reflects its significant role in modernizing
the drug approval process.
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9. To whom are HIPAA violations reported?

A. Department of Health and Human Services (DHHS)
B. State pharmacy board

C. Federal Trade Commission

D. Office for Civil Rights

The correct response focuses on the Office for Civil Rights (OCR) within the Department
of Health and Human Services (DHHS). This office is specifically designated to handle
and investigate complaints related to violations of the Health Insurance Portability and
Accountability Act (HIPAA). When a covered entity or business associate breaches patient
privacy or fails to comply with HIPAA regulations, individuals can file a complaint
directly with the OCR. The OCR is responsible for enforcing HIPAA's privacy and
security rules, conducting investigations into reported violations, and imposing penalties
for non-compliance. This makes it the appropriate authority for reporting HIPAA
violations, as they have the jurisdiction and expertise to address these issues. While the
DHHS is a broader agency that oversees OCR, it is the OCR that manages HIPAA
complaints specifically. Similarly, state pharmacy boards and the Federal Trade
Commission do not focus on HIPAA violations; the former regulates pharmacy practice at
the state level, and the latter primarily deals with consumer protection and antitrust
issues. Thus, the Office for Civil Rights is the correct entity to report HIPAA violations.

10. What is the purpose of notifying patients during a Class 1
recall?

A. To inform them of product availability

B. To warn them of potential serious health risks
C. To encourage them to stock up on the drug

D. To reassure them about the drug's safety

The primary purpose of notifying patients during a Class 1 recall is to warn them of
potential serious health risks associated with the recalled product. Class 1 recalls are
issued when there is a reasonable probability that the use of, or exposure to, a product
will cause serious adverse health consequences or death. In essence, the notification
serves to protect patient health by ensuring they are aware of the risks involved with the
medication, allowing them to take appropriate actions, such as discontinuing use or
contacting their healthcare provider for alternatives. This type of recall is a critical
component of public health and safety, emphasizing the importance of communication

between healthcare providers, pharmacists, and patients in managing any potential risks
resulting from medication use.
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